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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 04 February 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Status of the Claims 

This Office Action is in response to Applicant's Restriction Requirement remarks 
filed on February 4, 2008. Claim(s) 1-8 are pending. Claim(s) 9-10 have been cancelled. 
Applicant's election of Group I drawn to claims 1-8 drawn to methods for the treatment 
and/or prevention of neurological and vascular disorders related to beta-amyloid 
generation and/or aggregation comprising administering an inhibitor and a species 
election of compound 4-Methyl-N-[3-(4-methyl-imidazol-1 -yl)-5-trifluoromethyl-phenyl]-3- 
(4-pyridin-3-yl-pyrimidin-2-ylamino)-benzamide without traverse of the restriction 
requirement in the reply is acknowledged. The requirement is deemed proper and is 
therefore made FINAL. Claim(s) 1-8 are examined herein insofar as they read on the 
elected invention and species. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-7 are rejected under 35 U.S.C. 112, first paragraph, for scope of 
enablement because the specification, while being enabling for the treatment of 
neurological and vascular disorders related to beta-amyloid generation and/or 
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aggregation, does not reasonably provide enablement for the prevention of neurological 
and vascular disorders related to beta-amyloid generation and/or aggregation as recited 
in these claims. 

The instant claims are drawn to a method for the prevention of neurological and 
vascular disorders related to beta-amyloid generation and/or aggregation. The instant 
specification fails to provide information that would allow the skilled artisan to practice 
the instant invention. Attention is directed to In re Wands, 8 USPQ2d 1400 (CAFC 
1 988) at 1 404 where the court set forth the eight factors to consider when assessing if a 
disclosure would have required undue experimentation. Citing Ex parte Forman, 230 
USPQ 546 (BdApIs 1986) at 547 the court recited eight factors: 
(1 ) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those 
in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the claims; 
(6) the amount of direction or guidance presented; (7) the presence or absence of 
working examples; and (8) the quantity of experimentation necessary. 

Nature of the invention: 

The instant invention pertains to a method for the prevention of neurological and 
vascular disorders related to beta-amyloid generation and/or aggregation. 



The state of the prior art: 

The skilled artisan would view that the prevention of one or more symptoms of 
neurological and vascular disorders related to beta-amyloid generation and/or 
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aggregation totally, absolutely, or permanently, is highly unlikely, since one cannot 
guarantee that neurological and vascular disorders will always be prevented. 

The relative skill of those in the art: 

The relative skill of those in the art is very high. 

The predictability or lack thereof in the art: 

The skilled artisan would view that the treatment to prevent neurological and 
vascular disorders related to beta-amyloid generation and/or aggregation, absolutely, or 
permanently is highly unpredictable. 

The amount of direction or guidance presented and the presence or absence of working 
examples: 

In the instant case, no working examples are presented in the specification as 
filed showing how to prevent neurological and vascular disorders related to beta- 
amyloid generation and/or aggregation totally, absolutely, or permanently. Note that lack 
of a working example, is a critical factor to be considered, especially in a case involving 
an unpredictable and undeveloped art. See MPEP 2164. 

Genentech, Inc. v. Novo Nordisk, 108 F.3d at 1366, states that "a patent is not a 
hunting license. It is not a reward for search, but compensation for its successful 
conclusion" and "[p]atent protection is granted in return for an enabling disclosure of an 
invention, not for vague intimations of general ideas that may or may not be workable". 
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Therefore, in view of the Wands factors, e.g., the amount of direction or guidance 
provided, absence of working examples, and the predictability of the art discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation to test the combination in the instant claims whether 
preventing neurological and vascular disorders related to beta-amyloid generation 
and/or aggregation totally, absolutely, or permanently. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 1 and 5-7 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Netzer et al. (WO 03/057165 A2). 

Netzer teaches methods and compositions for treating amyloid-p-related 
disorder such as Alzheimer's disease via administration of compounds that modulate, 
e.g. inhibit, ATP-dependent enzymatic activity such as y-secretase activity (page 3, lines 
28-31). In an embodiment, the enzyme activity is a kinase activity. The compound binds 
a kinase enzyme exhibiting an ATP-dependent enzymatic activity. In a specific 
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embodiment the kinase is a tyrosine kinase namely, Abl kinase, BCR-Abl kinase, ARG 
kinase, src kinase, c-kit, platelet-derived growth factor receptor (PDGFR) (page 43, 
lines 4-1 1 ; claims 1 , 33, 37, 38, 102, 103), meeting the limitations of claims 1 and 6-7. 

Netzer teaches that a treatment regimen can be administered to an elderly 
person, e.g., age 65 or older. The composition is administered daily with doses ranging 
from 10|ug/day to a maximum of 800jug/day (page 64, lines 10-20), meeting the 
limitations of claim 5. 

Conclusion 

Claims 1-8 are not allowed. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sahar Javanmard whose telephone number is (571) 
270-3280. The examiner can normally be reached on 8 AM-5 PM MON-FRI (EST). 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on (571) 272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

IS. J./ 

Examiner, Art Unit 1617 



/SREENI PADMANABHAN/ 

Supervisory Patent Examiner, Art Unit 1617 



